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SUMMARY: The Food and Drug Administration (FD,-\ I is announcing the tiva.ilobilit> of the draft

guidance entitled ‘“cuidancc for the Ct)ntent of Prcm:wkc[ >Totifications (5 10(k)s) for

Extracorporeal Shock Wave Lithotriptcrs Indicated for the Fragmentation of Kidney and Urctera]

Calculi. ” This guidonce is neither find] nor is it in cil”cct at this [imc. This draft guidance descrihcs

the types of information that should be submitted in a prcmarket notification to support a decision

of substantial equivalence for an cxtracorporeal shock wave Ii[hotripter indicated for the

fragmentation of kidney and urctera] calculi, including potential special controls. Although renal

and ureteral extracorporeal shock ~vavc Iithotripters are currently classified into class III (premarket

approval), elsewhere in this issue of the Federal Register, FDA is publishing a proposed rule

to reclassify these devices to class 11(special controls). It is anticipated that this draft guidance

will become effective if/when a final rule regarding this reckissification has been issued.

DATES: Written comments concerning this draft guidance must be received by (insert date 90 days

aj?et- date of publication irl the Federal Register).

ADDRESSES: See the SUPPLEMENTARY INFORMATION section for information on electronic

access to the draft guidance. Submit written requests for single copies on a 3.5” diskette of the

draft guidance document entitled “Guidance for the Content of Premarket Notifications (510(k)s)

ch98112



Uretcral (’:~lculi”’ to the Di\i\ion o]’ SInOll ~l:l[ll]f’:lc[[li~[~ As\is[:lncc i }{FZ–2201. {y~>ntcrI’CJI

Devices and Radio] ogic:dHealth. Food tind DI-ug .-id[llillis[l-:~tiorl. 1350 Piccard Dr.. Rock~-illc.

MD 20850. Send t~vo self-xklressed dhcsit’e labels to assist that office in processing jour request.

or fax your request to 301–443–88 18.

written comments concerning this druft guidance tnust be submitted to the Dockets

Management Branch, (HFA-305), Food and Drug Administration, rm, 1061, 5630 Fishers Lane,

Rockville, MD 20852. Comments should be icien(ificd ~~ith [he docket number found in brtickets

in the heading of this document.

FOR FURTHER INFORMATION CONTACT: .lohn }1, Bax]c!. ~~intrr t~~rDcticcs and Radi{>logi~al

Health (HFZ-470), Food and Dru: ,id[~li]lis[r:iti~~tl. 9200” C~~rp\)r:ltc Bltd., Rock\ inc. \ID 20850,

301-594-219.4.

SUPPLEMENTARY INFORMATION:

I. Background

Extracorporeal shock \vave lithotripters for the fragmentation of kicincj und ureteral calculi

are currentl}’ postamcndments class 111de~iccs. rcquirin: either an approved premarket appro~’al

(PMA) application or declared complete product de~elopment protocol (PDP) prior to commercitil

distribution in the United States. Elsewhere in this issue of the Federal Register, FDA is publishing

a proposed rule to reclassify extracorporeal shock wave lithotripters from class III into class 11

(special controls). To facilitate the proposed reclassification, FDA has prepared the draft guidance

entitled “Guidance for the Content of Premarket Notifications (510(k)s) for Extracorporeal Shock

Wave Lithotripters Indicated for the Fragmentation of Kidney and Ureteral Calculi. ”This draft

guidance describes the special controls that FDA is including in the proposed rule, and it also

provides general guidance to industry on the content of premarket notifications for these devices,

A meeting of the Gastroenterology and Urology Devices Advisory Panel of the Medical

Devices Advisory Committee was held on July 30, 1998, to seek its recommendations on this
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pr{lpo$~’clt-ccl;ls$it’ic:~tl~)]l.IncltlJIng ;l~li ICC(JI1\pC~lLI/ ~il}][l\}l.. ,~i]~i[1~~’s’~l~j[~’11[ill ~ll’L’lll Lil LNCLVI. II

no[if”icati(lns. “l_hcpant] ull:lninlousl~ t tl[cd [I>wcla~sil”~ ~llc’~’\trLlcorp(lrc:ll xh(l~’k\taI c iith~}[riptcr

for the fr:~:men[ation of renal and urc[cral stones into class II. Comments from the p:lnc] ha~c

been incorporated into this draft :uidancc ciocurncnt.

II. Significance of Guidance

This draft guidance clocLImen[ represents the a:encj”s current thinking on the rec]:~ssification

of extracorporea[ shock wave Iithotripters indicated for the fragmentation of kidney and ureter-al

calculi. It does not create or confer an]’ rights for or on anj person and does not opertitc to bind

FDA or [he public, :\n a][ernatii”c approach ma>’h used if such approach satisfies the app]icab]c!

forth the a:cnc~’s

documents (62 FR

S961. Fchruar~ 27, 1997), This draft guidance df~cunlcnt is issued m a Lc\cl 1 :uidancc consistent

with GGP”s,

III. Electronic Access

In order to recei~’e ‘“Gui&mcc for the Content of Prcmarkct Notific~tions (5 lo(k~s~ for

Extracorporcal Shock Wave Lithotripters Indicated for the Fragmentation of Kidney and Ureteral

Calculi” via your fax machine, call the CDRH Facts-On-Demand (FOD) system at 800-899-0381

or 301–827–01 11 from a touch-tone telephone. At the first voice prompt press 1 to access DSMA

Facts, at second voice prompt press 2, and then enter the document number (1226) followed by

the pound sign (#). Then follow the remaining voice prompts to complete your request.

Persons interested in obtaining a copy of the draft guidance may also do so using the World

Wide Web (WWW). CDRH maintains an entry on the WWW for easy access to information

including text, graphics, and files that may be downloaded to a personal computer with access

to the WWW. Updated on a regular basis, the CDRH home page includes ‘‘Guidance for the
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Dated:
/?—1 . 2+ fl _

J~nuart’ ?1 , 1999

__&/4&- .............._
Linda S. Kahan
Deputy Director for Regu]. ations Policy

Center for Devices and Radio lo~ical E{calth
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